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DETAILED ACTION 

Applicants amendments to the claims filed 10/07/2008 have been entered. Any 
rejection/objection from the previous office action filed 07/07/2008 not addressed in the 
action below has been withdrawn. 

Claim Objections 

Claim 17 objected to because of the following informalities: claim 17 should read 
as currently amended since it now depends upon new claim 25, previously it depended 
upon claim 16. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 7-8,10-14,17,20-25 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. Specifically independent claims 7 
and 25 from which all the other claims are dependent upon now state by amendment 
that the mixture of protein and sulfated polysaccharide are prepared at room 
temperature, the examiner could not find support for this new limitation within the 
specification. 

Claim Rejections - 35 USC § 102 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 7-8,10-12,14,17,20-25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Scott et al. (WO 01/28524 A1 ), for the reasons set forth in the previous 
office action filed 07/07/2008. A new rejection over new claims 20-25 were necessitated 
by applicant's amendments to the claims. 

Regarding new claims 20-24 as described in previous office actions Scott 
teaches sustained release microspheres and the method to produce them, the 
microspheres are comprised of a macromolecule (including therapeutic proteins), a 
water soluble polymer (including PEG and starch, defined by applicants as protein 
stabilizer), and a complexing agent (including sulfated dextran, heparin and 
chondroitin), the microparticle could further be coated by compounds such as fatty acids 
and lipids (same as claimed hydrophobic material). See pag 1 lin 1-pag 15 lin 21, pag 
19 lin 26-pag 26 lin 15, pag 28 lin 6-pag 30 lin 4 and claims 1-3,8-9 and 16-23. Thus the 
Scott reference anticipates applicants claimed solid formation. Regarding claim 25 Scott 
teaches that the water soluble polymer (same as claimed protein stabilizer) is added 
with the protein and complexing agent. 
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Response to Arguments 

The examiner has removed the previous rejections under 35 U.S.C. 103(a) as 
being unpatentable over Scott et al. (WO 01/28524 A1 ) in view of Straub et al. (US 
6,932,983 B1) and as being unpatentable over Edwards et al. (US 5,985,309) in view of 
Straub et al. (US 6,932,983 B1 ). While the examiner does not find applicants arguments 
persuasive these rejections have been removed since they are now redundant as 
applicants have removed the previous limitation of the use of a non-aqueous solution in 
step (b) of claim 7. 

Applicant's arguments filed 10/07/2008 have been fully considered but they are 
not persuasive. 

Applicants assert that Scott does not teach the claimed processes to prepare the 
solid formation following steps a)-c) in particular the reference is silent on preparing the 
mixture of step a) at room temperature. 

As noted above the examiner believes the new limitation that the mixture is 
prepared at room temperature is new matter. Regardless it is noted by the examiner 
that the step of heating the mixture described within Scott is clearly optional, note that 
claim 19 states the microspheres are stabilized by a crosslinking agent and/or exposing 
the microsphere to an energy source, preferably heat. Furthermore at page 16 lines 
19-20 Scott states the microspheres optionally are contacted with a crosslinking agent 
and/or an energy source under conditions sufficient to stabilize the particle. Lastly since 
applicants step a) only includes mixing a protein and sulfated polysaccharide at room 
temperature, the claim does not actually preclude that heat could be applied in an 
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additional step after the step of mixing the protein and sulfated polysaccharide. 
Regarding applicants assertion that Scott does not teach the claimed process following 
steps a)-c), clearly Scott states the protein carrier and complexing agent are mixed, 
meeting step a, the particles formed can then be immersed in an solubilized coating that 
includes fatty acids or lipids, meeting step b) and lastly the reference describes several 
techniques for drying the particles (solvent removal) thus meeting step c). 

Claims 20-24 are rejected under 35 U.S.C. 102(e) as being anticipated by Straub 
et al. (US 6,932,983 B1). This new rejection was necessitated by applicant's 
amendments to the claims. 

Straub is disclosed in previous office actions and teaches porous drug matrices 
and the methods of manufacturing, preferably the matrix is in the from of a 
microparticle. The matrix could incorporate numerous drugs including therapeutically 
useful proteins which themselves could be encapsulated by a pegylated phospholipid. 
See abstract, col 2 lin 66-67. The matrix itself was comprised of excipients (preferably in 
amounts less than 80%) including hydrophilic polymers such as dextran sulfate, sugars 
(including preferably mannitol and lactose, which as defined by applicants are protein 
stabilizers) and wetting agents which included stearic acid, wax and sorbitan fatty acid 
esters such as TWEEN (meeting applicant's claimed hydrophobic material). 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 
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Claims 7-8,10-14,17,20-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Scott et al. (WO 01/28524 A1), for the reasons set forth in the 
previous office action filed 07/07/2008 

As in their arguments above applicants assert that Scott does not disclose their 
claimed steps a)-c) for producing the solid formation, in particular preparing step a) at 
room temperature. Applicants further assert there is noting within Scott that would have 
led to the use of spray drying as asserted by the office. 

The response by the examiner above is incorporated herein, that is Scott 
discloses that the step of heating is optional and heating after step a) would not even be 
precluded by the currently amended claims. Regarding applicant's arguments over 
spray drying, as disclosed within the background of Scott many techniques are routinely 
used to make microparticles from synthetic and natural polymers including spray drying. 
Thus it would have been prima fascia obvious to the skilled artisan that spray drying 
could be used to dry the microparticles of the Scott invention. From the disclosure within 
the background information spray drying was an already well-known and routine 
technique to dry particles and one of ordinary skill in the art would have a very high 
expectation of success in using this well known technique to produce the dried particles. 

Claims 7-8,11-14 and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Edwards et al. (US 5,985,309) , for the reasons set forth in the 
previous office action filed 07/07/2008. 
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Applicant's arguments filed 10/07/2008 have been fully considered but they are 
not persuasive. 

Applicants assert that Edwards does not teach the combination of the recited 
steps as claimed and does not teach a complex of proteins and sulfated 
polysaccharides which are encapsulated within a matrix of hydrophobic material. 

The examiner respectfully disagrees with applicants assertions above. Clearly 
Edwards states that the therapeutic agent which can be in combination with a charged 
complex forming material such as dextran sulfate is added to an aqueous surface active 
phase that contains a surface active ingredient which includes phospholipids and fatty 
acids (same as claimed hydrophobic material). See col 8 lin 40. Regarding applicant's 
assertion that Edwards does not describe a complex of proteins and sulfated 
polysaccharides encapsulated within a hydrophobic matrix, the examiner notes that 
such a limitation is not present within the process claims 7 and 25. 

Conclusion 

No claims are allowed at this time. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP §706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James W. Rogers, Ph.D. whose telephone number is 
(571 ) 272-7838. The examiner can normally be reached on 8:30-5:00. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Mike 
Hartley can be reached on (571 ) 271 -061 6. The fax phone number for the organization 
where this application or proceeding is assigned is 571-273-8300. Information regarding 
the status of an application may be obtained from the Patent Application Information 
Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the 
PAIR system, see http://pair-direct.uspto.gov. Should you have questions on access to 
the Private PAIR system, contact the Electronic Business Center (EBC) at 866-217- 
9197 (toll-free). 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 



